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May 25, 1999

Janet Woodcock, M.D.
Director, Center for Drug Evaluation
and Research

Department of Health & Human Services
FDA Administration
Washington, D.C. 20857

RE : Docket No. 98P -0169/CPl

Dear Dr. Woodcock:

This is a follow-up to your September 18, 1998 letter
regarding PPSIts Citizen Petition requesting the FDA
instituting standards for the labeling of botanical,
homeopathics, nutritional, and natural products which would
be similar to the labelinq requirements for over-the-counter
(OTC) drugs.

Endlosed for your review
Docket No. 98P -0169/CPl

1. Information on Saw

a.
for

b.

c.

d.

e.

Jama, November

and comments and to be made part of
are the following:

Palmetto (five papers)

11, 1998, IiSawpalmetto Extracts

Treatment of Benign Prostatic Hyperplasia - A
Systematic Review”
“Efficacy of a Combined Sabal-Urtica Preparation
in the Treatment of Benign Prostatic Hyperplasia
(BPH)” by Metzker, Kieser & Holscher
Extracacta “Sabal Extract WS 1473 in Benign
Prostatic Hyperplasia” by Redecker &
Bahnhofstrasse
Urologe ISACombination of Sabal and Urtica
Extracts vs. Finasteride in BPH (Stage I to II
ace. to Alken: A Comparison of Therapeutic
Efficacy in a One Year Double Blind Studytt
Uro llEfficacy of Saw Palmetto Fruit Special
Extract WS 1473 in Patients with Alken Stage
I-II Benign Prostatic Hyperplasia - Open
Mulitcentre Study” by Ziegler & Holscher
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2. Information on Ginkgo Biloba (four papers)

a.

b.

c.

d.

JAMA, October 22/29, 1997 ‘IAPlacebo Controlled,
Double-blind, Randomized Trial on an Extract of
Ginkgo Biloba for Dementiasl
“Proof of Efficacy of the Ginkgo Biloba Special
Extract EGb 761 in Outpatients Suffering From
Mild to Moderate Primary Degenerative Dementia
of the Alzheimer Type or Multi-Infarct Dementia
Human Psychopharmacology ‘IADouble Blind Placebo-
controlled Trial of Tanakan in the Treatment of
Idiopathic Cognitive Impairment in the Elderlytl
American Journal of Therapeutics ‘fCentralNervous
System Effects of Ginkgo ~iloba, A Plant Extract”

Again, what we are asking for is OTC labeling for those
drugs which cause ADRs. I am enclosing a copy of the
American Pharmaceutical Association’s (APhA) Herbal Chart
for,Health Care Professionals by June H. McDermott, M.S.
Pharm. MBA and Peter Curtis, M.D. from the School of
Pharmacy and Family Medicine, University of North Carolina
at Chapel Hill with the ADRs on these two specific products.
Please note that four major drugs being highly used inhibit
platelet aggregation and increased fibrinolytic activity or
decrease platelet adhesiveness. Also, please note the
number of drugs which should not be taken while pregnant
because of the variable effects on INR. These charts were
put in the APhA monthly newsletter a year ago.

Perhaps we can prevail
Medical and Clinical R
Ullene, M.D., who make
supplements, to put at
of their products.

on Edward J. Tapper, M.D., V.P.,
& D, Warner-Lambert Company or Art
an entire line of nutritional
least the pregnancy warnings on some

We welcome any suggestions you have as head of FDAls Center
for Drug Evaluation and Research. Have you done a recent
education and awareness campaign to consumers? If not, is
this doable or possible so at least consumers can be made
aware of the possible problems.

7
Please over the enclosed and get back to me. Thank you

<eeph, MPH, ,resident
. . . .

Enclosures



Wirncr-Lamlxrt Company
.4914 LamlmrtPlace
Dublin,VA 24084
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DearHealthcareProfessional:

Thank you for responding to our recent introduction of standardized herbal extracts
from Warner-Lambert.

As you requested, we have enclosed reprints of key clinical studies on Ginkgo biloba
extractEGb 76 I@and a Iiposterolic Saw Palmetto extract. You will also receive a

separate mailing with information pamphlets to help introduce these extracts to
your patients.

Healthcarc professionals are being asked more and more frequently by their patients
about herbal supplements, so we very much understand and appreciate your desire to
learn more about these products. We u,ust that you will find these enclosed studies to

be informative. We also hope that they will help you make informed decisions about
integrating these herbal supplements into your practice, ,

If you have questions or comments, please call Warner-Lambert toll free at
1-800-524-2854.

Sincerely,

Edward J. Tapper, M.D.
V.P., Medical and Clinical R&D
Warner- Lambert Company

@ 1998 Warner-bmlxrt Company Printul in USA QUA 023HP

encs.
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~rmccists @mnirgservbe
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May 25, 1999
J. Tapper, M.D.
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Vice President, Medical & Clinical R & D
Warner-Lambert Company
4914 Lambert Place
Dublin, VA 24084

Dear Dr. Tapper:

Many, many thanks for sending along the four research papers
on Ginkgo Biloba and the five papers on Saw Palmetto which
we have sent on to Janet Woodcock, M.D., FDA. Please send me
another set of the above for our records.

PPSI, a 501 C (3) non-profit public health, consumer
interest organization would like to see how we can partner
with Warner-Lambert on educating health care professionals
regarding some of the adverse drug reactions (ADRs) and drug
interactions which are associated with some of these
nutritional products. We realize that under FDAMA that no
labeling is required for these products, but I think it
would be prudent for Warner-Lambert, one of the major
pharmaceutical companies in the United States, to help
edq~ate professionals and consumers on some of these ADRs.

We would welcome any suggestions or thoughts you have on how
consumers, patients and health care professionals can be
educated and what Warner-Lambert is doing in this field.

I am especially cognizant of the paper entitled ~tCentral
Nervous System Effects of Ginkgo Biloba, a Plant Extract’~ in
which in the summary the researchers state “it was
established that the electro-physiological effects of EGb in
CNS are similar to those of well known cognitive activators
such as ‘nootropics’ as well as tactrine, the only marketed
‘ant,idementia’drug currently available in the United
Statestl. If it has the same biological activity as the
prescription drug, Tactrine, shouldn’t FDA consider this as
a drug and not a nutritional supplement? Shouldntt we be
getting this type of information out to consumers, patients
and health care professionals?

Again, thank you for going the first step in educating
health care professionals who request information with some
quality studies which we have not previously received from
other companies or drug manufacturers of alternative
medicines. We look forward to hearing from you and working
together on this important issue.

Sincerely,

Frederick S. Mayer, R.Ph., M.P.H., President
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Food and Drug Administration

Rockville MD 20857

SEP 18 IW

Frederick S, Mayer
President
Pharmacists Planning Service, Inc.
101 Lucas Valley Road
Suite 210
San Rafael, California 94903

Re: Docket No. 98P-0169/CPl

Dear Mr. Mayer:

I am writing to inform you that the Food and Drug Administration has not yet resolved the
issues raised in your citizen petition submitted on March 16, 1998. Your petition requests that
the Agency institute standards for the labeling of botanical, homeopathics, nutritional, and
natural products that would be similar to the labeling requirements for over-the-counter drugs.

FDA has M&n unable to reach a decision on your petition because it raises complex issues
requiring extensive review and analysis by Agency officials. This interim response is provided
in accordance with FDA regulations on citizen petitions (21 CFR 10.30(e)(2)). We will
respond to your petition as soon as we have reached a decision on your request.

Sincerely yours,

Janet Woodcock, M.D.
Director
Center for Drug Evaluation and Research
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May 25, 1999

Janet B. McDonald, Ph.D., RD
US Public Health Service
1431 Harbor Bay Parkway
Alameda, CA 94502 -7070

Dear Janet:

Many, many thanks for the phone call. Yes, I plan to attend
the FDA hearing scheduled for July 20th, 1999 from 9:OO a.m.

- !5:00 p.m. in Oakland. Please send me registration
information. I would like to testify at this hearing on
drug interactions and adverse drug effects (ADEs) on
nutritional, alternative medicine and herbs.

Will there be room for the Gray Panthers or other folks who
wi~.hto testify?

.

I have written the enclosed letter to Janet Woodcock, M.D.,
Director, Center for Evaluation and Research, FDA, regarding
our March 16, 1998 Citizen’s Petition filed with the FDA for
the labeling of botanical, homeopathics, nutritional and
natural products which would be similar to the labeling
requirement for over-the-counter (OTC) drugs.

Please send me the particulars of the upcoming hearing.
Many, many thanks for your assistance in putting together
the FDA Town Hall Meeting in Oakland on May 12, 1999. We
have arranged for some of our concerns and a group meeting
with Richard Baldwin on Monday, August 9, 1999. We will
discuss some of our prescription drug concerns including the
alternative drug labeling issues.

Sincerely,

Frederick S. Mayer, R.Ph., M.P.H.
President

Enclosure

cc: Larry Sasich, Public Citizen 202 588-7796
Richard Baldwin, FDA 510 637-3976
Janet Woodcock, M.D.
Joanne Ikeda, UCBerkeley 510 642-0535
Joe Cranston, R.Ph., Ph.D., AMA 312 464-4184
Lucinda Maine, R.Ph., Ph.D., AphA 202 783-2351



[’j & rnmists @mni~ servbe irc

Frederick S, Mayer
Pharm B,, MPH.

President

101 Lucas Valley Road, Suite 210 Tel: (41 5) 479-8628
San Rafael, California 94903 Fax: (41 5) 479-8608

E-Mail: ppsi@aol,com
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101 Lucas Valley Road, Suite 210 + San Rafael, California 94903
Tel: (415) 479-8628 ● Fax: (415) 479-8608 ● e-mail: ppsl@aol.~om

Dear

Many,
PPSI 1

COlleague: .&x$&.

many thanks for your recent request for information on
s public health programs.

PPSI is a non-profit organi.zatj.on and the originator of over
thirty-five national programs. Due to limited funds we are
requesting a $15.00 charge for each kit ordered.

Please check off appropriate boxes or requests and return
with your remittance of $15.00 for each kit.

Many, many thanks for your interest and request.

Sincerely,

Jose~h I. Rotenberg, R.Ph.
Vice President, Professional Affairs

Enclosure

AIDS

Alcohol

Allergies

Alzheimers

Arthritis...-

Cholesterol

Colorectal Cancer

Condom Week

Depression

Diabetes

Fibromyalgia

Herpes

Mental Health

Panic

Poison Prevention

STDS

Skin Cancer

Sleep Disorder.—

Stroke Prevention
.

Substance Abuse

Tobacco Dependence

. Women’s Health

cOlleaguepH
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ORDER FORM
Please send me the following posters
Check type and indicate qumfity
_FACTS ABOUTSTD
_OucK PREGNANTMAN
_CAUCASIAN PREGNAN7 MAN
_LATINO PREGNANT MAN
_KEEP A RUBBERON HAND
_WHATCAN YOUGET 1 only $5.00
_THE CONDOM 2-1o $4.75
_HERPES/THE CONDOM
_CONDOMWHEEL

11-50 S4.50

_AIDS (get facts) 51 over $4.25

---AI DS(glass) 100 over $4.00

Enclosed please find my check

for$ for posters.
Make checks payable and mall to:

PPSI ., A,, C
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NatiodSynrmim
OvermmingBarrien

GncbmUse
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PharmacistsPlanningServiw

Columbia University Scho(

J une 1~2, 1999

Public He~th

The Condom Resource Center
SPON ,“:ORED BY.

&
New York: o” iversity School of

Advocates for Youth Educa “ Department of .,.,

Hunter College Center 011 AIDS, @
Drugs and Community Health ,, Planne~

The Alan Guttmacher Instit@## Publkj
“’(%’

%
The National Coalition of S-<L,,:: :%

Directors .:+~<,,>k...~,<~~nive~
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The Univers”@of Californiaat
Berkeley,Schoolof PublicHealth

American Social Health
Association

Powlation Services
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FocusingontheseKey
ISsues& NewDevelopments
Trendsinattitudesandusage—U.S.and
international

Advertising,media,andsocialmarketing

New technologies—urethane,elastomer,
femalecondom,chemicalbarriers

Technicalupdate

Budgetcuts,managedcare,andother
politicalandfinancialchangesaf;ecting
use

Specialpopulations— men, women, gay/
Iesbiatii-sexual, youth, communities of
color, immigrants and refugees

Condoms, ethics, and the safer sex
message

Innovative programs

E Who Should -

r&

Community and public agen- A
-“”:E~7w#&~F~~j%= ties involved in STDIHIV.._-. 1

?& XF?.~ services and family planning, d
,,-----.... . . .i -~-==health educators, researchers, ~
~‘‘s~w.m~>~~~t=

Wrwr .“ .- peer educators, condom d
- .—.. companies, physicians, nuj.,,.,,.,-+,,-

.-,”.- -a- nd other clinical provij

,-,..
2iY%ihn$’

Conference Objectives
“ Share informationon condomefficacy
andtechnicaldevelopments

● Examineinstitutional,social,andindi-
vidual factors whit-t condom use

● Disseminate.&l&id i successful
lmsfor
d avail-

nprove

:tion

. ~orum for ad-
klated issues. and in-

~ffiifi’areness of condom use

m r.
i?slw-
i?-

There will be prizes awarded for~>.:> ---~.
&:.’,-’
, #

the programs judged most
:* P

B
innovative and effective.

The purpose of the poster
;Coqj a sessions is to share information

idom- in a visual manner about pro-
!search. grams and research from aroundF5&&l be

the country, and to provide
, let distrib- recognition for outstanding
‘ence partici-

~clude: the name
programs. Your poster should
vividly communicate key

n, the time period elements of your program,

1

ted, p . ipal including the targetaudbw the
tf, the get audi- process or methods by which @e

~objet s and program or materials W% ““,a-
un elem “’ and any

J
veloped, and the resul~’ti,d

iveness to ;m~imitations of the implemented

7
.;fi” roll. f F.*. program.

All poster session appl~ctits
~J ;$” must E-mail a one page summary---- -

~ “’%”F”1
of their poster, postmarked no

*., .: . * later than April 19, 1999.
.- .,. _TS*resent a poster, you-“:: ~:. .. 2.” MM register for the conference,

_%p~~:. “y “~:.f “ be present to put up and take.---— -~... .. ”-% .,-.-.=, ,,.7,- . g ~

u &minvited tacrwe %L,.’ down your poster on the day it is
presented, and submit a programt,wt; \..Y:&@.i’d,

Wede$@p@O%-.&.. description for the abstract book

f~acg]$of youT7;,j2 ~ \see ‘Lpro.gram “bstract book”
WG.1 .-AAH-..*EIEI m.nrr..m ~ i~ftymatlon).

Please Post



mR:-i:REfl:’3!i:D2101 Lucas Valley Road, Suite 210 ● San Rafael, California 94903

April 20, 1999

Dear Conference Participant:

Thankyou for registering for the YdAnnuql National Symposium on Overcoming
Barriers to Condom Use.

This is confirmationforreceiptof your registration and an update on the conference. The
conference will be held at the Loeb Student Cei~teron the Campus of New York
University. New York University is located near Broadway and East 4* Street, in
Manhatt~ not far from Washington Square Park

For a great place to stay, about ten minutes from the conference site, we recommend the
headqu~ers hate] of the conference, The Afw”ott World Tra& Center (212 938-9100).
Normally the rooms at the Marriott are $290 per night, but if you mention you are with
Pharmacists Planning Service’s Condom Conference they will give you the discount rate
of$170 per night. We have a list of other hotels as well.

We are looking forward to seeing you at the conference. We anticipate a Iarge number of
researchers, professors, clinicians, public health workers, manufacturers and students to
attend the conference. We appreciate your joining this eclectic group of people with a
common missicm of preventing STDS, including HIV and unplanned pregnancy.

Enclosed please find a conference brochure to pass onto a colleague who might want to
attend.

Thank you again for your interest and participation. If you have any questions, contact us
by email at PPSI@?aol.com. See you in New York in June!

Sincerely,

&.&-
David Silberman, MPH
Conference Coordinator


